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In re Application of : 

Gunther Holzemann ct al : 

Serial No.: 09/486,062 : PETITION TO MAKE SPECIAL 

Filed: May 5, 2000 : 

Attorney Docket No.: MERCK-2075 : 



This is in response to applicants' petition filed September 24, 2003, to make the above-identified 
application special under the provisions of 37 CFR 1 .102(d). 



Applicant has satisfied the provisions set forth in M.P.E.P. 708.02, X. Therefor the pctifion is 
GRANTED. 



The application will be forwarded to the examiner for action on the merits commensurate 
with this decision. 



Should there be any questions with regard to this letter please contact William R. Dixon, Jr. by 
letter addressed to the Director, Technology Center 1600, PO BOX 1450, ALEXANDRIA, VA 
22313-1450, or by telephone at (703) 308-3824 or by facsimile transmission at (703) 305-7230. 




William R, Dixon, Jr. 
Special Program Examiner 
Technology Center 1600 
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Sir: 



Applicants request that the above-itlciitidcd application be made special for the 
remainder of prosecution, including the ongoing appeal process (Brief on Appeal 
coneurrenily liled). under MPFP 708.02. under condition X. i.e.. because the claimed 
compounds are related to the treatment of cancer. 

Appellants' invention is directed to novel cyclopeptide compounds, which act as 
intcgrin mhibilors, i.e., show particular activity in the case of intcgrins Qvf^j. (U\h\h 'ind 
<^|^. tivfif, and (/v(j.s, and are therefore useful as phamiaceuticals for the treatment of a variety 
of diseases, includinu tumors. The claimed compounds, for example, block the inieracticMi of 
intcgrin receptors on the fibrinogen receptor (glycoprotein lIK'Hla). prevent as GPllh/llla 
antagonists the spread of tumor cells by metastasis. See speciflcalion page 1, lines 1-5, jxige 
2. Imcs 24-33 and page 3. line ') to page 4. line 30. 

References m this field of art demonstrate that the above-discussed mechanism is a 
promising mode lor treating timiors. for example, cancer tumors. Brooks (reference discussed 
b\ the specification on page 2, line 37 to page 3, line 3) investigated the Uvf^i acti\iiy on 
angiogeiiesis. and conchuicti that angiogenesis jilays a key role in de\ eloiimenl, w ound repair, 
and mnainniaiion which contributes to pathological conditions such as diabetic retinopathy, 
rheumatoid arthritis, and cancer, (emphasis added) See Brooks et al.. Science 264, pages .S^^-*- 
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71, 569(1994). 

Additional work in this area further demonstrates that that the above-discussed 
nicclianism is a promising mode for ireatint^ cancer and tumors. 

Gulheil cl aL, Tunneled Antian^ioi^enic Therapy for Cancer Using Vituxin: A Ihinianizal 
Monoclonal Ant ihody io /he InfCi^rin Uy/i^u Chnical Cancer Research, Vol. 6., 305()'3O61, (2002), 
reports the use oftaructcd antiangioizanic therapy for cancer in patients with late stage cancer hy 
reporting a phase I study using Vilaxin in humans with cancer. Vitaxin is a humanized 
monoclonal antibody to the integriii (Xv(3.i. See page 3056, abstract, and page 3060, first column. 

Trickha et al., Sfuhipic Roles for Platelet GPIIh Ilia and (lyfi^ Integrins in Tumor (irowtlh 
Angiogencsis, and Metastasis, Cancer Research 62,2824-2833,(2002), reports that blockiuieof 
CiPIlb/IlIa and cxji^ affords significant antiangiogcnic and antitumor benefit. See abstract on page 
2824. Both /// vitro and /// vivo tests were perfomicd in said study. 

Raguse el al., Cllc/ignidc (EMD 121974} arrests the growth of a heaxity prctranal 
highly vasciiUuized head and neck tumor, a Clinical Case Report, discusses a clinical case 
that demonstrates the clinical efficacy of the antiangiogenic agent cilengitide, whicli is a 
c\clopeplide and an a^^; antagonist, in combination witli gemeitabine, in inhibiting rapid 
tumor growth of a highly \'ascularized Innior. See page 2. Cilengitide is a compoimd of the 
invention of U.S. 6,001,961 (conunonly assigned with the present application). 

.Additionally, this technology, i.e., integrin inhibition and the treatment of cancer and 
other diseases, w as also the subject of a recent Federal Circuit case. See Intcgt^i 
LifeSctenteces v. Merck KgaA. 66 USPQ2d 1865 (CA FC 2003). 

As an additional consideration, applicants submit that in a system where a patent term 
expires 20 >*ciirs from the date of filing, basic fairness dictates that applications be prosecuted 
expeditiously witiioul undue delay. The present application was filed more than 3.5 years 
While no prior art rejections w ere made at any one ponu during this long prosecution period, no 
claim IS currently allowed. This is contrary to the policies of the Patent Office, in accord wiih 
this policy, applicants request that this application be considered "special" for the remainder of 
proseculioiK including the currently ongoing appeal process. 
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The Coniniissioncr is hereby authorized to charge any fees associated with this 
response or credit any overpayment to Deposit Account No. 13-3402. 



MILLEN. VVHH H,Zt:LANO 

BRANIGAN, P.C. 
Arlington t'ourlhouse Plaza 1, Suite 14()(} 
2200 Clarendon Boule\ ard 
Arlington. Virginia 22201 
Telephone: (703) 243-()333 
Facsimile: (703) 243-6410 

Attorney Docket No.: MERCK-2075 

Dale: September 26, 2003 

("H A.IZ. fxli K \tcick 2(>"5 Pctilion To Mukc Special doc 




Anlhony .1. Zelano (Reg. No. 27,969) 
Attorney tor Apphcant(s) 
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